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PERMANENT RULES

HEALTH CARE AUTHORITY
[Filed January 2, 2024, 2:04 p.m., effective June 10, 2024]

Effective Date of Rule: June 10, 2024.

Purpose:

To implement the prescription drug affordability board

as required in SSSB [2SSB] 5532, chapter 153, Laws of 2022; chapter
70.405 RCW.
Citation of Rules Affected by this Order: New WAC 182-52-0005,
182-52-0010, 182-52-0015, 182-52-0020, 182-52-0025, 182-52-0030,
182-52-0035, 182-52-0040, 182-52-0045, 182-52-0050, 182-52-0055,
182-52-0060, 182-52-0065, 182-52-0070, 182-52-0075, 182-52-0080,
182-52-0085, and 182-52-0090.

Statutory Authority for Adoption:
Other Authority: Chapter 70.405 RCW;

RCW 41.05.021, 41.05.160.
SSSB [2SSB] 5532.

Adopted under notice filed as WSR 23-21-082 on October 16, 2023.
Changes Other than Editing from Proposed to Adopted Version:

Proposed
/Adopted

WAC Subsection

Reason

WAC 182-52-0010

Proposed

"Confidential information" means:

(a) Specific information collected by the authority that is not
publicly available for the purposes of this chapter; or

(b) Proprietary data provided by manufacturers in accordance
with this chapter that is not subject to public disclosure.

Adopted

"Confidential information" means:

(a) Specific information collected by the authority that is not
publicly available for the purposes of this chapter; or

(b) Proprietary data provided by any entity in accordance
with this chapter that is not subject to public disclosure.

Clarification based on stakeholder comment;
changed manufacturers to any entity.

WAC 182-52-0010

Proposed

No definition

Adopted

"Data recipient" means an individual or entity authorized to
receive data under chapter 70.405 RCW.

Clarification based on stakeholder comment
regarding data confidentiality.

WAC 182-52-0010

Proposed

"Device'" means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other
similar or related article, including a component part, or
accessory which is:

(a) Recognized in the official national formulary, or the
United States Pharmacopoeia, or any supplement to them;
(b) Intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or prevention
of disease, in human beings or other animals; or

(c) Intended to affect the structure or any function of the
body of human beings or other animals, and which does not
achieve its primary intended purposes through chemical
action within or on the body of human beings or other
animals and which is not dependent upon being metabolized
for the achievement of its primary intended purposes.

(d) The term "device" does not include software functions
excluded under 21 U.S.C. Sec. 360j(0). See 21 U.S.C. Sec.
321 (h)(1) of the Federal Food, Drug, and Cosmetic Act.

Adopted

Definition removed.

Removed definition as it is not relevant to
the prescription drug affordability board
(PDAB) and not used in the rule.

WAC 182-52-0010
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Proposed
/Adopted

WAC Subsection

Reason

Proposed

"Drug'"means a substance:

(a) Recognized as drugs in the official United States
Pharmacopeia, official Homeopathic Pharmacopoeia of the
United States, or official national formulary, or any
supplement to any of them;

(b) Intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in human beings;

(c) Other than food, minerals, or vitamins intended to affect
the structure of any function of the body of human beings;
and

(d) Intended for use as a component of any article specified
in (a), (b), or (¢) of this definition. "Drug" does not include
devices or their components, parts, or accessories.

Adopted

"Drug" means a substance:

(a) Recognized as drugs in the official United States
Pharmacopeia, official Homeopathic Pharmacopoeia of the
United States, or official national formulary, or any
supplement to any of them;

(b) Intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in human beings;

(c) Other than food, minerals, or vitamins intended to affect
the structure of any function of the body of human beings;
and

(d) Intended for use as a component of any article specified
in (a), (b), or (c¢) of this definition.

Removed part of definition referencing
device as it is not relevant to PDAB and not
referenced in the rule text.

WAC 182-52-0010

Proposed

""Rebate' means negotiated price concessions, discounts,
however characterized, that accrue directly or indirectly to a
reporting entity in connection with utilization of prescription
drugs by reporting entity members including, but not limited
to, rebates, administrative fees, market share rebates, price
protection rebates, performance-based price concessions,
volume-related rebates, other credits, and any other
negotiated price concessions or discounts that are reasonably
anticipated to be passed through to a reporting entity during a
coverage year, and any other form of price concession
prearranged with a covered manufacturer, dispensing
pharmacy, pharmacy benefit manager, rebate aggregator,
group purchasing organization, or other party which are paid
to a reporting entity and are directly attributable to the
utilization of certain drugs by reporting entity members.

Adopted

"Rebate' means negotiated price concessions, discounts,
however characterized, that accrue directly or indirectly to an
entity in connection with utilization of prescription drugs
including, but not limited to, rebates, administrative fees,
market share rebates, price protection rebates, performance-
based price concessions, volume-related rebates, other
credits, and any other negotiated price concessions or
discounts that are reasonably anticipated to be passed through
to an entity during a coverage year, and any other form of
price concession prearranged with a manufacturer, dispensing
pharmacy, pharmacy benefit manager, rebate aggregator,
group purchasing organization, or other party which are paid
to an entity and are directly attributable to the utilization of
certain drugs.

Clarification of definition based on
stakeholder comment.

WAC 182-52-0010
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Proposed
/Adopted

WAC Subsection

Reason

Proposed

"Therapeutic alternative' means a drug product that
contains a different chemical structure than the drug
prescribed but is in the same pharmacologic or therapeutic
class and can be expected to have a similar therapeutic effect
and adverse reaction profile when administered to individuals
in a therapeutically equivalent dose.

Adopted

"Therapeutic alternative' means a drug product that may
contain a different chemical or biological structure than the
drug prescribed and can be expected to have a similar
therapeutic effect and adverse reaction profile when
administered to individuals in a therapeutically equivalent
dose.

Definition updated based on stakeholder
comment.

WAC 182-52-0020(3)

Proposed

(3) The board chair may, if they choose, to step down from
their chair responsibilities but can continue to be an active
board member.

Adopted

(3) The board chair may choose to step down from their chair
responsibilities and can continue to be an active board
member.

Clarification.

WAC 182-52-0040(2)

Proposed

For drugs chosen for the affordability review, the board must
determine whether the drug has led or will lead to excess costs to
patients or to public or private health care systems. The board may
examine publicly available and confidential information from the
prescription drug manufacturer and other sources.

Adopted

For drugs chosen for the affordability review, the board must
determine whether the drug has led or will lead to excess costs to
patients. Additionally, the board will determine whether a drug has
led to or will lead to excess costs as defined in RCW 70.405.010.
The board may examine publicly available and confidential
information from the prescription drug manufacturer and other
sources.

Clarification based on stakeholder
comment.

WAC 182-52-0045(3)

Proposed | (3) All confidential information collected by the board or the
authority under this section is not subject to public disclosure under
chapter 42.56 RCW.

Adopted (3) All information collected by the board or the authority under

this section is not subject to public disclosure under chapter 42.56
RCW.

Based on stakeholder comment
removed term "confidential" to align
with statute.

WAC 182-52-0050(3)

Proposed | (3) The confidential information provided by manufacturers under
this chapter is not subject to public disclosure under chapter 42.56
RCW.

Adopted (3) The information collected by the board pursuant to RCW

70.405.040 is not subject to public disclosure under chapter 42.56
RCW.

Clarification based on stakeholder
comment.

WAC 182-52-0050(4)
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Proposed

/Adopted WAC Subsection

Reason

(4) Any confidential information provided under this chapter may
not be publicly released. Recipients of data under subsection (1) of
this section must:

(a) Follow all rules adopted by the authority regarding appropriate
data use and protection; and

(b) Acknowledge that the recipient may be responsible for liability
arising from misuse of the data and that the recipient does not have
any conflicts under the Ethics in Public Service Act that would
prevent the recipient from accessing or using the data.

Proposed

Adopted (4) The authority provides data only after the data recipient, as
defined by this chapter, has signed a nondisclosure agreement. The
authority may prohibit access to or use of the data by a data

recipient who violates the nondisclosure agreement.

Clarification of data confidentiality
based on stakeholder comment.

WAC 182-52-0050(5)

Proposed | No previous subsection.

Adopted (5) Data recipients must keep data confidential by:

(a) Accessing, using, and disclosing information only in accordance
with this section and consistent with applicable statutes, regulations,
and policies;

(b) Having a public policy purpose to access and use the
confidential information according to chapter 70.405 RCW;

(c) Protecting all confidential information against unauthorized use,
access, disclosure, or loss by employing reasonable security
measures in alignment with the agency information system security
plan, including physically securing any computers, documents, or
other media containing confidential information and viewing
confidential information only on secure workstations in nonpublic
areas;

(d) Destroying all confidential information according to document
retention requirements;

(e) Adhering to the confidentiality requirements in this section after
the data recipient is no longer an authorized data recipient under
chapter 70.405 RCW; and

(f) Acknowledging that the data recipient may be responsible for
liability arising from misuse of the data.

Added data confidentiality criteria as a
result of stakeholder request. These
data mirror those in the drug price
transparency program found in WAC
182-51-0900.

WAC 182-52-0050(6)

Proposed | No previous subsection.

Adopted (6) Data recipients must not:

(a) Disclose any confidential information, as defined by WAC
182-52-0010, or otherwise publicly release the confidential
information;

(b) Use or disclose any confidential information for any commercial
or personal purpose, or any other purpose that is not authorized in
chapter 70.405 RCW;

(c) Attempt to identify people who are the subject of the
confidential information;

(d) Discuss confidential information in public spaces in a manner in
which unauthorized individuals could overhear;

(e) Discuss confidential information with unauthorized individuals,
including spouses, domestic partners, family members, or friends;
(f) Have any conflicts of interests under the Ethics in Public Service
Act that would prevent the data recipient from accessing or using
confidential information; and

(g) Share information received according to this chapter with any
person who is not authorized to receive confidential information as
specified by this chapter.

Added data confidentiality criteria as a
result of stakeholder request. These
data mirror those in the drug price
transparency program found in WAC
182-51-0900.

Number of Sections Adopted in Order to Comply with Federal Stat-

ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 0, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed 0.
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Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 0, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed 0.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 18, Amended 0, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 18, Amended 0, Repealed 0.

Date Adopted: January 2, 2024.

Wendy Barcus
Rules Coordinator

OTS-4753.4

Chapter 182-52 WAC
PRESCRIPTION DRUG AFFORDABILITY BOARD

NEW SECTION

WAC 182-52-0005 Prescription drug affordability board—Purpose.
The prescription drug affordability board conducts reviews of drug
prices, performs drug affordability reviews, and sets upper payment
limits for prescription drugs.

NEW SECTTION

WAC 182-52-0010 Prescription drug affordability board—Defini-
tions. The definitions in this section apply throughout this chapter
unless the context clearly requires otherwise.

"Authority" means the health care authority, as defined in WAC

182-02-045.
"Biological product" has the same meaning as in 42 U.S.C. Sec.
262 (i) (1) .

"Biologics" means biological products and biosimilars.

"Biosimilar" has the same meaning as in 42 U.S.C. Sec. 262
(1) (2) .
"Board" means the prescription drug affordability board.

"Brand name drug" means specific legend drug products that are
sold by a manufacturer under certain trademarks or patents.

"Confidential information" means:

(a) Specific information collected by the authority that is not
publicly available for the purposes of this chapter; or

(b) Proprietary data provided by any entity in accordance with
this chapter that is not subject to public disclosure.
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"Conflict of interest" means an association, including a finan-
cial or personal association, that has the potential to bias or appear
to bias an individual's decisions in board matters or activities.

"Data recipient" means an individual or entity authorized to re-
ceive data under chapter 70.405 RCW.

"Drug" means a substance:

(a) Recognized as drugs in the official United States Pharmaco-
peia, official Homeopathic Pharmacopoeia of the United States, or of-
ficial national formulary, or any supplement to any of them;

(b) Intended for use in the diagnosis, cure, mitigation, treat-
ment, or prevention of disease in human beings;

(c) Other than food, minerals, or vitamins intended to affect the
structure of any function of the body of human beings; and

(d) Intended for use as a component of any article specified in
(a), (b), or (c) of this definition.

"Excess costs" means costs of appropriate utilization of a pre-
scription drug that exceed the therapeutic benefit relative to other
alternative treatments; or, costs of appropriate utilization of a pre-
scription drug that are not sustainable to public and private health
care systems over a 1l0-year time frame.

"Generic drug" has the same meaning as in RCW 69.48.020.

"Health carrier" or "carrier" has the same meaning as in RCW
48.43.005.

"Legend drug" means brand drug, generic drug, or biological prod-
uct which is required by state law or regulation of the pharmacy qual-
ity assurance commission to be dispensed on prescription only or are
restricted to use by practitioners only.

"Manufacturer" means a person, corporation, or other entity en-
gaged in the manufacture of prescription drugs sold in or into Wash-
ington state. "Manufacturer" does not include a private label distrib-
utor or retail pharmacy that sells a drug under the retail pharmacy's
store, or a prescription drug repackager.

"Out-of-pocket costs" means the amount of money the patient, an-
other person on behalf of the patient, or entity on behalf of the pa-
tient paid to the pharmacy each time a prescription is filled, exclud-
ing the amount paid by insurance. Out-of-pocket costs include deducti-
bles, coinsurance, and copayments for covered drugs plus all costs for
drugs that are not covered.

"Prescription drug" means a drug regulated under chapter 69.41 or
69.50 RCW, including generic drugs, brand name drugs, specialty drugs,
and biological products.

"Publicly available" means information that is available to the
general public, whether through internet search, Freedom of Informa-
tion Act request or similar request, or through purchase or subscrip-
tion, and includes information submitted to or reviewed by the Food
and Drug Administration, information contained in financial state-
ments, and information published or otherwise made available through
drug information resources. "Publicly available" does not include
trade secrets as defined by RCW 19.108.010 and information protected
by copyright law. Publicly available information includes:

(a) Drug name;

(b) Drug class;

(c) Price and pricing;

(d) Course of treatment;

(e) Manufacturer name;

(f) Price increase over time;
(g) Competitors; and
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(h) Competitor price and pricing.

"Rebate" means negotiated price concessions, discounts, however
characterized, that accrue directly or indirectly to an entity in con-
nection with utilization of prescription drugs including, but not
limited to, rebates, administrative fees, market share rebates, price
protection rebates, performance-based price concessions, volume-rela-
ted rebates, other credits, and any other negotiated price concessions
or discounts that are reasonably anticipated to be passed through to
an entity during a coverage year, and any other form of price conces-
sion prearranged with a manufacturer, dispensing pharmacy, pharmacy
benefit manager, rebate aggregator, group purchasing organization, or
other party which are paid to an entity and are directly attributable
to the utilization of certain drugs.

"Therapeutic alternative" means a drug product that may contain a
different chemical or biological structure than the drug prescribed
and can be expected to have a similar therapeutic effect and adverse
reaction profile when administered to individuals in a therapeutically
equivalent dose.

"Therapeutic equivalent" means a drug product of the identical
base or salt as the specific drug product prescribed with essentially
the same efficacy and toxicity when administered to an individual in
the same dosage regimen.

NEW SECTION

WAC 182-52-0015 Prescription drug affordability board—Board
members. (1) The prescription drug affordability board has five gov-
ernor-appointed members with expertise in health care economics or
clinical medicine. Once appointed, board members serve a five-year
term.

(2) The governor may reappoint board members for additional
terms.

(3) Board members cannot be an employee of, a board member of, or
a consultant to any of the following:

(a) Prescription drug manufacturer;

(b) Pharmacy benefit manager;

(c) Health carrier;

(d) Prescription drug wholesale distributor; or

(e) Trade association related to (a) through (d) of this subsec-

tion.

(4) Board members can be replaced or removed under the following
circumstances including, but not limited to:

(a) Failure to participate;

(b) Unprofessional/unethical behavior; or

(c) Conflict of interest.

(5) If a board member violates subsection (3) or (4) of this sec-
tion or other board established policies, the member may be removed
from the board.

(6) Following appointment, board members must submit a conflict
of interest disclosure form provided by the authority. The conflict of
interest disclosure form must be submitted on an annual basis by July
1st of each year while the member is active with the board. Board mem-
bers must keep their disclosure statements current and provide updated
information within 30 calendar days whenever circumstances change.
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(7) Board members must recuse themselves from any board activity
in which they have a conflict of interest or the appearance of a con-
flict of interest, whether or not it is disclosed in the conflict of
interest disclosure form.

(8) Following appointment and prior to participating in board ac-
tivities, board members must enter into a personal services contract
with the authority to be compensated for participation in the work of
the board.

NEW SECTION

WAC 182-52-0020 Prescription drug affordability board—Proce-
dures. (1) The board determines by member vote who will be the board
chair and vice chair.

(2) The board chair remains as the chair for the duration of
their term unless there are violations as stated in WAC
182-52-0015(4) .

(3) The board chair may choose to step down from their chair re-
sponsibilities and can continue to be an active board member.

(4) In the absence of the board chair, the vice chair acts in
their place for that meeting.

(5) If board member vacancies exist, business continues as neces-
sary with the remaining board members, as long as a quorum exists.

(6) A simple majority of the board's membership constitutes a
quorum for the purpose of conducting business. If only three board
members are present for a vote, the vote must be unanimous in order to
pass.

NEW SECTTION

WAC 182-52-0025 Prescription drug affordability board—Meetings.
(1) The board meets at least once annually, and additionally as de-
fined by board policy.

(2) All board meetings must be open and public, except that the
board may hold executive sessions to the extent permitted by chapter
42.30 RCW.

(a) Before convening an executive session, the board chair must
publicly announce the purpose for excluding the public from the execu-
tive session.

(b) The board chair must announce the executive session place,
date, and time.

(c) The executive session may be extended or have the date and
time changed by announcement from the board chair.

NEW SECTION

WAC 182-52-0030 Prescription drug affordability board—Advisory
groups—Purpose, participation, application process, and operations.
(1) The prescription drug affordability board advisory groups provide
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stakeholder input to the board regarding the affordability of pre-
scription drugs.

(2) Utilizing administrative support from the authority, the
board will establish advisory groups consisting of relevant stakehold-
ers and subject matter experts for each drug selected for a drug af-
fordability review conducted by the board.

(a) Advisory groups will consist of patients and patient advo-
cates for the condition treated by the drug and one representative of
the prescription drug industry. Additional group members, as selected
by the board may include, but are not limited to, relevant stakehold-
ers and experts in the following subject matters:

(1) The pharmaceutical business model;

ii) Supply chain business model;

iii) The practice of medicine or clinical training;
iv) Health care consumer or patient perspectives;
v) Health care cost trends and drivers;

vi) Clinical and health services research;

vii) The state's health care marketplace; or

(viii) Health care provider who specializes in treating the con-
dition for the drug being reviewed.

(b) To the extent possible, advisory group members will have ex-
perience serving underserved communities and reflect the diversity of
the state with regard to race, ethnicity, immigration status, income,
wealth, disability, age, gender identity, sexual orientation, and ge-
ography.

(3) Advisory group members are chosen by the authority. Once mem-
bers complete the conflict of interest form, they serve on the adviso-
ry group (s) through conclusion of the current affordability review.
The authority may remove or replace advisory group members for, among
other reasons:

a) Failure to participate;

b) Unprofessional/unethical behavior; or

c) Conflict of interest.

4) Advisory group members cannot be an employee of, a board mem-
ber of, or a consultant to any of the following:

(a) Prescription drug manufacturer (with the exception that one
representative from the prescription drug industry can serve on an ad-
visory group and may be an employee, consultant, or board member of a
prescription drug manufacturer or related trade association and will
not be deemed to have a conflict of interest, see subsection (2) of
this section);

(b) Pharmacy benefit manager;

(c) Health carrier;

(d) Prescription drug wholesale distributor; or

(e) Trade association related to (a) through (d) of this subsec-

(
(
(
(
(
(

(
(
(
(

tion.

(5) If an advisory group member violates any of subsection (4) of
this section, the member may be removed from the advisory group(s).

(6) To become a member of advisory groups, the authority will es-
tablish an application process to be maintained and posted on the au-
thority's website.

(7) Advisory groups meet on a frequency as determined necessary
by the board.

(8) Participation in advisory groups is voluntary. Members of the
advisory groups are not compensated.
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NEW SECTION

WAC 182-52-0035 Prescription drug affordability board—Review of
drug prices. (1) By June 30th of each year, using data considered
relevant by the board, the board must identify legend drugs and bio-
logics that:

(a) Have been on the market for at least seven years;

(b) Are dispensed at a retail, specialty, or mail-order pharmacy;
and

(c) Are not designated by the FDA under 21 U.S.C. Sec. 360bb as a
drug solely for the treatment of a rare disease or condition.

(2) The legend drugs and biologics must meet the following
thresholds:

(a) Brand name drugs and biologic products that must have:

(i) A wholesale acquisition cost of $60,000 or more per year or
course of treatment lasting less than 12 months; or

(ii) A wholesale acquisition cost increase of 15 percent or more
in any 1l2-month period or for a course of treatment lasting less than
12 months, or a 50 percent cumulative increase during any 36-month pe-
riod.

(b) A biosimilar product with an initial wholesale acquisition
cost that is less than 15 percent lower than the wholesale acquisition
cost of the reference biological product, on the date the biosimilar
becomes available on the market; and

(c) Generic drugs with a wholesale acquisition cost of $100 or
more, for a 30-day supply or course of treatment less than 30 days,
that has an increase in price of 200 percent or more in the preceding
12 months.

NEW SECTTION

WAC 182-52-0040 Prescription drug affordability board—Afforda-
bility review requirements. (1) The board may choose to conduct an
affordability review of up to 24 legend drugs or biologics per year
and consider the following:

(a) The class of the prescription drug and whether any therapeut-
ically equivalent prescription drugs are available for sale;

(b) Input from relevant advisory groups as listed in this chap-
ter; and

(c) The out-of-pocket cost for the drug.

(2) For drugs chosen for the affordability review, the board must
determine whether the drug has led or will lead to excess costs to pa-
tients. Additionally, the board will determine whether a drug has led
to or will lead to excess costs as defined in RCW 70.405.010. The
board may examine publicly available and confidential information from
the prescription drug manufacturer and other sources.

(3) The board, or the authority as directed by the board, may re-
quest information from the manufacturer. The requested information
must be sent to the authority in the form and manner as published by
the authority within 30 calendar days of the date on the request.

(4) The authority may assess a fine against a manufacturer for
each failure to comply with a request for information from the board
or the authority on behalf of the board. See WAC 182-52-0075 for in-
formation on notification of violation and fine(s).
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NEW SECTION

WAC 182-52-0045 Prescription drug affordability board—Drug pub-
lication and conducting affordability reviews. Drugs selected for an
affordability review are published on the board's website before ini-
tiating the affordability review.

(1) When conducting an affordability review, the board will con-
sider:

(a) The relevant factors contributing to the price paid for the
prescription drug, including the wholesale acgquisition cost, dis-
counts, rebates, and other price concessions;

(b) The average out-of-pocket cost for the drug;

(c) The effect of the price on consumers' access to the drug in
the state;

(d) Orphan drug status;

(e) The dollar value and accessibility of patient assistance pro-
grams offered by the manufacturer for the drug;

(f) The price and availability of therapeutic alternatives;

(g) Input from:

(1) Patients affected by the condition or disease treated by the
drug; and

(ii) Individuals with medical or scientific expertise related to
the condition or disease treated by the drug;

(h) Any other information the drug manufacturer or other relevant
entity chooses to provide; and

(1) The impact of pharmacy benefit manager policies on the price
consumers pay for the drug.

(2) In performing an affordability review of a drug the board may
consider the following factors:

(a) Life-cycle management;

(b) The average cost of the drug in the state;

(c) Market competition and context;

(d) Projected revenue;

(e) Off-label usage of the drug; and

(f) Any additional factors identified by the board.

(3) All information collected by the board or the authority under

this section is not subject to public disclosure under chapter 42.56
RCW.

NEW SECTTION

WAC 182-52-0050 Prescription drug affordability board—Data and
confidentiality. (1) For the purpose of reviewing drug prices and
conducting affordability reviews, the board (as established in chapter
70.405 RCW) and the health care cost transparency board (established
in chapter 70.390 RCW) may access all data collected under RCW
43.71C.020 through 43.71C.080 and any analysis prepared by the author-
ity.

(2) Advisory group members may not access or review any confiden-
tial information.

(3) The information collected by the board pursuant to RCW
70.405.040 is not subject to public disclosure under chapter 42.56
RCW.
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(4) The authority provides data only after the data recipient, as
defined by this chapter, has signed a nondisclosure agreement. The au-
thority may prohibit access to or use of the data by a data recipient
who violates the nondisclosure agreement.

(5) Data recipients must keep data confidential by:

(a) Accessing, using, and disclosing information only in accord-
ance with this section and consistent with applicable statutes, regu-
lations, and policies;

(b) Having a public policy purpose to access and use the confi-
dential information according to chapter 70.405 RCW;

(c) Protecting all confidential information against unauthorized
use, access, disclosure, or loss by employing reasonable security
measures in alignment with the agency information system security
plan, including physically securing any computers, documents, or other
media containing confidential information and viewing confidential in-
formation only on secure workstations in nonpublic areas;

(d) Destroying all confidential information according to document
retention requirements;

(e) Adhering to the confidentiality requirements in this section
after the data recipient is no longer an authorized data recipient un-
der chapter 70.405 RCW; and

(f) Acknowledging that the data recipient may be responsible for
liability arising from misuse of the data.

(6) Data recipients must not:

(a) Disclose any confidential information, as defined by WAC
182-52-0010, or otherwise publicly release the confidential informa-
tion;

(b) Use or disclose any confidential information for any commer-
cial or personal purpose, or any other purpose that is not authorized
in chapter 70.405 RCW;

(c) Attempt to identify people who are the subject of the confi-
dential information;

(d) Discuss confidential information in public spaces in a manner
in which unauthorized individuals could overhear;

(e) Discuss confidential information with unauthorized individu-
als, including spouses, domestic partners, family members, or friends;

(f) Have any conflicts of interests under the Ethics in Public
Service Act that would prevent the data recipient from accessing or
using confidential information; and

(g) Share information received according to this chapter with any
person who is not authorized to receive confidential information as
specified by this chapter.

NEW SECTION

WAC 182-52-0055 Prescription drug affordability board—Authori-
zation to assess fines. (1) RCW 70.405.040 allows the authority to
assess a fine(s) against a manufacturer for failure to comply with the
requirements of this chapter. See WAC 182-52-0065 for fine(s) for
failing to comply with information request(s) and WAC 182-52-0070 for
the amount of the fine(s) based on culpability.

(2) The authority may grant an extension of time to an informa-
tion request deadline under WAC 182-52-0060.
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NEW SECTION

WAC 182-52-0060 Prescription drug affordability board—Extension
of deadlines. (1) The authority may grant:

(a) An extension of time for an information request submission
deadline; or

(b) Permission to correct a previously submitted and accepted re-
quest.

(2) Extensions:

(a) The manufacturer or subcontractor may request an extension of
time for an information request submission deadline or the resubmis-
sion of a request due to circumstances beyond their control affecting
the manufacturer's or subcontractor's ability to submit the informa-
tion by the deadline.

(b) The request for an extension must contain a detailed explana-
tion as to the reason the manufacturer or subcontractor is unable to
meet the information request deadline.

(c) The manufacturer or subcontractor must submit a request for
an extension to the authority at least 10 calendar days before the ap-
plicable deadline unless the manufacturer or subcontractor is unable
to meet this deadline due to circumstances beyond their control. If
unable to meet the deadline, the manufacturer or subcontractor must
notify the authority in writing as soon as the manufacturer or subcon-
tractor determines that an extension is necessary.

(d) The authority may approve an extension on a case-by-case ba-
sis based on the specific circumstances or other circumstances beyond
the control of the manufacturer. The authority provides written noti-
fication of an approval or denial to the manufacturer or subcontractor
within 15 calendar days from the date the authority receives the re-
quest from the manufacturer or subcontractor. If the authority does
not approve a request for an extension, the written notification in-
cludes the reason for the denial. Only the authority can approve or
deny a request for an extension.

(e) The manufacturer or subcontractor may not appeal the authori-
ty's decision to deny an extension.

NEW SECTTION

WAC 182-52-0065 Prescription drug affordability board—Fine (s)
for failure to comply with information request(s). (1) The authority
may assess a fine of up to $100,000 against a manufacturer for each
failure to comply with a request for information from the board or the
authority as directed by the board.

(2) The assessment of a fine under this section is subject to re-
view under the Administrative Procedure Act, chapter 34.05 RCW.

NEW SECTION

WAC 182-52-0070 Prescription drug affordability board—Amount of
fine(s) based on culpability. (1) In determining the amount of any
fine, the authority considers the level of culpability associated with
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the violation. The levels of culpability, in the order of least severe
to most severe, are as follows:

(a) Did not know. The manufacturer did not know (and, by exercis-
ing reasonable diligence, could not have known) the violation had oc-
curred.

(b) Reasonable cause. The manufacturer knew, or by exercising
reasonable diligence should have known, that the violation had taken
place, but the manufacturer did not act with willful neglect.

(c) Willful neglect - Corrected. The violation was due to the
manufacturer's intentional failure or reckless indifference, and the
violation was corrected within 30 calendar days from the date the man-
ufacturer knew or with reasonable diligence should have known of the
violation.

(d) Willful neglect - Uncorrected. The violation was due to the
manufacturer's intentional failure or reckless indifference, and the
violation was not corrected within 30 calendar days from the date the
manufacturer knew or with reasonable diligence should have known of
the violation.

(2) Culpability and fines.

Culpability Category Fines Per Violation
Did not know $25,000
Reasonable cause $50,000
Willful neglect —
Corrected $75,000
Willful neglect —
Uncorrected $100,000

NEW SECTION

WAC 182-52-0075 Prescription drug affordability board—Advisory
notice, notice of violation, and fine(s). (1) The authority will is-
sue an advisory notice to the manufacturer for the initial request for
information directing the manufacturer to comply within 30 calendar
days of the request or request an extension of time to provide the re-
qguired information, in accordance with WAC 182-52-0060.

(2) If the manufacturer fails to comply with the initial request
for information within 30 calendar days, the authority may assess a
fine(s). The authority will mail a preliminary notice of violation to
the manufacturer's last known address in a manner that provides proof
of receipt by the manufacturer.

(3) The preliminary notice of violation and fine(s) will include
the following information:

(a) The specific reasons and criteria that support the imposition
of the assessed fine(s);

(b) The legal authority that supports the imposition of a
fine (s);

(c) The amount of the fine(s); and

(d) An explanation of the manufacturer's right to request an in-
formal dispute resolution conference.
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NEW SECTION

WAC 182-52-0080 Prescription drug affordability board—Appeal
determination of a violation and assessed fine(s). (1) Each manufac-
turer to whom the authority issues a preliminary notice of violation
and fine(s) may request an informal dispute resolution conference. If
the manufacturer does request an informal dispute resolution confer-
ence, then the manufacturer must complete the process before request-
ing an administrative hearing.

(2) In lieu of an informal dispute resolution conference, the
manufacturer may request an administrative hearing, under WAC
182-52-0090, in writing, in a manner that provides proof of receipt by
the authority, within 28 calendar days after receipt of the notice of
violation and fine(s). Upon receipt of the manufacturer's request for
administrative hearing, the authority will issue a final notice of vi-
olation and fine(s) with an explanation of the manufacturer's adminis-
trative hearing rights (See WAC 182-52-0090).

(3) If the manufacturer does not request an informal dispute res-
olution conference or administrative hearing within 28 calendar days
after receipt of the preliminary notice of violation and fine(s), the
authority issues a final notice of violation with an explanation of
the manufacturer's administrative hearing rights (See WAC
182-52-0090) .

NEW SECTTION

WAC 182-52-0085 Prescription drug affordability board—Informal
dispute resolution process prior to an administrative hearing. (1)
The manufacturer may informally dispute the authority's determination
of a violation under this chapter.

(2) The manufacturer must submit a request for an informal dis-
pute resolution conference to the authority in writing, in a manner
that provides proof of receipt by the authority, within 28 calendar
days after receipt of the notice violation and fine(s).

(3) Requests must specify:

(a) The name of the manufacturer requesting the informal dispute
resolution conference and the manufacturer's, or representative's,
mailing address, telephone number, and email address (if available);

(b) The items, facts, or conclusions in the notice of violation
being contested; and

(c) The basis for contesting the authority's action, including
any mitigating factors upon which the manufacturer relies and the out-
come the manufacturer is seeking.

(4) The conference occurs within 60 calendar days of the date the
manufacturer received the authority's written acceptance of the re-
quest for a dispute resolution conference.

(5) The manufacturer must notify the authority of who will attend
the dispute resolution conference on the manufacturer's behalf at
least five business days before the conference.

(6) The authority may terminate the dispute resolution process at
any time and will provide the manufacturer with the reason for the
termination.
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(7) Upon completion or termination of the informal dispute reso-
lution process, the authority will issue a final notice of violation
and fine(s) .

(8) Nothing in this chapter prevents settlement discussions be-
tween the parties. All settlement discussions are informal and without
prejudice to the rights of the participants in the discussions.

NEW SECTION

WAC 182-52-0090 Prescription drug affordability board—Adminis-
trative hearing rights. A manufacturer has a right to an administra-
tive hearing under chapters 34.05 RCW and 182-526 WAC, if the authori-
ty assesses a notice of violation and fine(s) against the manufactur-
er.
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